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Claim Rejections • 35 USC § 102 
The following is a quotation of tlie appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or In public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 2, 7-9, 15 and 24-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Yarger USPN 5,360,414. 

In regards to claims 1, 2 and 15, Yarger ('414) discloses A drainage device (20) 
for draining unwanted matter from a body cavity of an animal, comprising a tube (22) 
having first and second ends (figure 1), a first end adapted to connect (24, 44) to a 
vacuum source of at least approximately 50 torr, and a second end adapted to be 
inserted into a body cavity of an animal, a plurality of holes (28) formed into a wall of an 
insertion portion of the tube, the insertion portion of the tube configured to be inserted 
Into a body cavity of an animal, each of the plurality of holes communicating a 
respective suction force from an inner bore of said tube to matter outside said tube, the 
area of each of the plurality of holes selected such that each of the respective suction 
forces Is insufficient to cause injury to proximate body tissues within a body cavity of an 
animal Figures 6-15 and Col. 7, lines 28-68). Wherein said animal is a human (Col. 4, 
lines 34-43). 

In regards to claims 1,15, 7-9, 20 and 24-25, Yarger ('414) discloses each hole 
is approximately circular and has an area no greater than that of a circle having a 
diameter of around one half of an internal diameter of said tube (Col. 6, lines 14-19). 
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Each hole has an area no greater than that of a circle having a diameter of 1 mm or has 
an area no greater than that of a circle having a diameter of .5 mm (Col. 5, lines 2-7). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth In this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 3-5, 11-12, 16, 19, 22, and 26-27 are rejected under 35 U.S.C. 103(a) as 

being unpatentable over Yarger ('414) in view of Breznock USPN 6,638,253 B2. Yarger 

('414') discloses a drainage device for removing fluid from a body cavity with the 

limitations as recited above. However, Yarger lacks the teachings of wall thickness to 

maintain structural integrity of a tube connected to a vacuum source, a defined number 

of holes to allow passage of fluids, a one-way valve located in a connector on the tube 

that pemriits flow of gas or fluid from the body cavity toward vacuum source, and a 

vacuum source of approximately 100 torr. Breznock ('253) discloses a drainage device 
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for a chest cavity with tubing material and wall thickness designed to maintain structural 
integrity of a tube connected to a vacuum source, sufTicient numbers of holes to allow 
passage of fluids, a one-way valve to allow unidirectional flow of gas or fluids from the 
cavity towards the vacuum source of approximately 100 torr. It would have been 
obvious to one of ordinary skill in the art to modify the drainage device of Yarger ('414) 
with the tubing materials, one-way valve and a vacuum source of approximately 100 
torr of Breznock('253) to prevent the drainage tube from collapsing from vacuum 
pressure and prevent gas or fluids from re-entering the cavity from the vacuum source. 

Concerning claims 3-5, Breznock ('253) discloses a drainage device for a chest 
cavity (Col. 8, lines 21-22) with a thickness of the wall of a tube is selected to maintain 
the structural integrity of the tube when a first end of the tube is connected to a vacuum 
source of approximately 100 torr or greater (Col. 4, lines 32-52) and at least 100 holes 
are fornied Into the wall of a tube (figure 1 and Col. 4, lines 64-67 and Col 5, lines 1-5). 

Concerning claims 1 1-12, 16, 19, 22 and 27, Breznock ('253) discloses a one- 
way valve (14) located between an Insertion portion of a tube and a vacuum source, 
permitting flow of gas or fluid through the one-way valve from a body cavity toward a 
vacuum source (Figure 1 and Col. 9, lines 22-24). A one-way valve located in a 
connector (15) interposed between the tube and vacuum source, the connector having 
a first end adapted to be connected to said first end of said tube, and a second end 
adapted to be connected to a vacuum source of at least about 50 torr (Figures 1 and 5A 
and Col. 8, lines 28-37). 
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Concerning claim 26, Breznock ('253) discloses a means for regulating a 
respective suction force applied at each of a multiplicity of locations such that each of a 
respective suction forces is incapable of injuring' bodily tissue exposed within a body 
cavity (Col. 8, lines 28-37). 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Yarger 
('414) in view of Cambron USPN 6,017,493. Yarger ('414') discloses a drainage device 
for removing fluid from a body cavity with the limitations as recited above. However, 
Yarger lacks the teaching of a specific size of a tube to be used in the drainage device. 
Cambron ('493) discloses various sizes of catheter tubes to be used in a drainage 
system under vacuum- assisted conditions. It would have been obvious to one of 
ordinary skill in the art to modify Yarger's drainage system with the catheter tube sizes 
of Cambron to allow safe and proper drainage from a cavity. The smallest catheter tube 
would have been obvious to use as this would pose the least invasive and the safest for 
the well being of the patient. Concerning claim 10, Cambron ('493) discloses catheter 
tubes In the sizes of 20F (French) or smaller for use in vacuum-assisted drainage 
devices (Col. 8, tables 3 and 4). 

Claims 13-14, 17-18, 20-21, and 28-29 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Yarger ('414) in view of Wakabayashi USPN 6,352,525 B1. 
Yarger ('414') discloses a drainage device for removing fluid from a body cavity with the 
limitations as recited above. However, Yarger lacks a vacuum chamber with a gas outlet 
port, inlet port, fluid drainage port and a vacuum relief valve. Wakabayashi ('525) 
discloses a vacuum chamber with a gas outlet port, inlet port, fluid drainage port and a 
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vacuum relief valve for the use in a chest drainage system. It would have been obvious 
to one of ordinary skill in the art to modify Yarger's drainage device with Wakabayashi's 
vacuum chamber and vacuum pump housing to provide a vacuum source to efficiently 
and safely remove fluids from a body cavity to a collection reservoir. 

Concerning claims 13-14, 17-18 and 20-21, Wakabayashi ('525) discloses a 
vacuum chamber (302) having a gas outlet port (514) adapted to be connected to a 
vacuum source of at least about 50 torr. A vacuum chamber having an inlet port (508) 
connected to a first end of a tube communicating a suction force from the gas outlet port 
to the first end of a tube. A fluid drainage outlet port (108) through which fluid matter 
from a body cavity flows in a direction away from a body cavity. A vacuum relief valve 
(637) included in a vacuum chamber, opening to direct atmospheric air into a vacuum 
chamber when a vacuum pressure inside a vacuum chamber exceeds a predetermined 
threshold. 

Concerning claims 28 and 29, Wakabayashi ('525) discloses a means for 
maintaining vacuum pressure in a high pressure, high efficiency body cavity drainage 
system at a predetermined level by allowing atmospheric air to enter said drainage 
system when a vacuum pressure in a drainage system exceeds a predetermined level. 
A means for separating fluids drained from a body cavity from gases drained from a 
body cavity ( Col. 13, lines 32-67 and Col. 14, lines 9-32). 
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Response to Amendment 
The present communication responds to the Amendment of 08/31/2007. 
By this communication, claims 1,15, and 20 were amended and claims 6 and 23 were 
canceled. The amendments did not add new matter. Claims 1-5 7-22 and 24-29 are 
pending. The rejection(s) are as stated. 



Response to Arguments 

Applicant's arguments filed 8/31/2007 have been fully considered but they are 
not persuasive. With regards to applicant arguments concerning claims 1, 2, 6-9, 15 and 
23-25 that the high vacuum pressure be at least 50 torr. Yarger discloses a general 
vacuum source (column 4, Iine15-19) and Breznock discloses (column 8, line 30-35) 
that a typical low level vacuum source works in the range of 1 to 1 00 torr. The low or 
high vacuum pressure ranges are readily available in the vacuum pump art. 

With regards to applicant arguments concerning amended claims 1, 7. 15 and 20 
that each hole have a specific size. Yarger discloses (column 6, lines 14-19) hole sizes 
that are inclusive of the specific size required in the claims. 

With regards to applicant arguments concerning claims 3-5, 1 1-12, 16, 19, 22 
and 26-27 that the vacuum pressure be approximately 100 torr. Breznock discloses 
(column 8, line 30-35) that a typical low level vacuum source works in the range of 1 to 
100 torr. The low or high vacuum pressure ranges are readily available in the vacuum 
pump and tube art. 
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With regards to applicant arguments concerning claim 5 that the tube have at 
least 100 holes, Breznock discloses "holes 20 are of sufficient size and quantity" which 
puts no limit on the total number of holes. 

With regards to applicant arguments concerning claim 26, that the suction force 
be regulated at each hole, Breznock discloses (column 8, lines 28-37) such a regulation 
of vacuum pressure that would impact each hole. Reducing the vacuum pressure would 
reduce injury risk. 

With regards to applicant arguments concerning claim 10 that one skilled in the 
art would not have combined Yarger and Cambron and that the Office has not given a 
satisfactory reason to combine the two disclosures, the Office disagrees. 

With regards to applicant arguments concerning claims 13, 14, 17, 18, 21, 28 
and 29 that depend from amended claims 1,15 and 20. Arguments for amended claims 
1,15 and 20 have been address above. 

Conclusion 

References considered pertinent to Applicants' disclosure are listed on form 
PTO-892. All references listed on form PTO-892 are cited in their entirety. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael J. Anderson whose telephone number is (571) 

272- 2764. The examiner can normally be reached on M-F 6:30 am to 3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin C. Sirmons can be reached on (571) 272-4965. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status infonnation for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Michael J Anderson 
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